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HUONG DAN SU DUNG

L Tenthube: X SMLEZETIMIBE 10 DEE.;!E:L
2. Cic diiu hiéu lru § v khayén cdo khi ding thube: W
“ I'hunc: ndy chi ding theo don thude™ %“'hf”r 2
“Dé xa tim tay tre em”
“Doe ki hweéng diin sir dung tnrde khi dﬁng
3. Thinh phiin ciing thive thudc: Mdi vién nén phin tan trong miéng chira:
Thénh phin duge chét: Ezetimibe ... .. 10 mg
Thinh phin 14 dwge: Lactose mnn:-.l-n;.rd:at min:rnct}'sint'rin cellulose, povidon K30, natri
erpscarmellose, natr laury] sulfat, magnesi stearat, sucralose, hurong irii ciy.
4. Dang bao ché: Vién nén phin tin trong miéng
MG ta: Vién nén phin tdn trong miéng hinh tru. méu tsdng dén trfing nga. thanh va eanh
vién lanh Hn.
5 Chidinh:
- Tang cholesterol mau nguvén phét: Ezetimibe két hop véi mit thude tre ehé men khir
r['wu CoA (statin) hode ding mdt minh duge chi dinh nha didu trj hi trg ché d( @n L:cng
dé sir dung cho nhimg b¢nh nhan ting cholesterol mau ngm*én phiit {di hep ur ed tinh chit
gia dinh va khong ed tinh chat gia dinh) ma statin duoe coi la khidng phi hop hodc khong
durgre dung TP
- Phong npira nguy co cée hién ed tim mach: Exetimibe duge chi dinh d& gigm nguy co bién
¢d im mych & b¢gnh nhan bj bénh ::Iﬁmg mach vénh (CHD) v cb tidn sir hdi chimg mach
vimh cip tinh {ACS) khi duge thém vio lidu phap statin dang diéu tri hofe bat diu didu tri
ding thiri véi statin,
- Tang cholesters] ¢6 tink chit gia dinh thé dding hop tir (HaFH)
Izetimibe két hop vai statin duge chi dinh la liéu phip hé trg cho ché dé &n kidng dé sir
dung cho bhénh nhin Hol'H. Bénh nhin cling k& hyp thém cdc phuong phap hi trg khac
( ndwr loe bo LIIL).
6. Cich diing, libu ding:
= Cdch dang:
Thude dang vién nén phzm tan trong migng. Co Ihc ding thude theo mit trong cac cach sau;
+ l.,némg ﬂ'il.lﬂl,_ cling voi mrde hofic nunde dm nhur ddi véi cdc thude u::-ng thing thuimg.

+ 1am am vién thudc bing nuréc bot wén ludi va nghifn nhe bing ludi, seu do nudt. Tuy
nhién. khéng bao j.'_LE'F uéng thudc ma khéng cd nude khi bénh nhin dang & tr thé nim.
C6 thé ding thude bdt cir lic ndo trong ngdy cing voi thire &n hodc khéng.
Bguh ohin nén c6 ché 4 &n kiéng lipid hyp Iy vi nén duy tri ché d§ an kiéng trong thir
gian didu tri vii ezetimibe,
- Liéu firpmg:
+ Cho bénh nhan bi bénh dfng mach vanh vi co lién sir hiji ehimg mach vanh ip tinh:
| vien/ngdy. Co theé m*ms: mq;rl! mmh hoac ket hop cling viv statin,
+ Ding ddmg thin v chilt phﬁn Igp acid mit: Ding ezctimibe trude 2 gid hoje sau 4 gio
khi ding chit phén lip aud .
+ Nynirin cao i Khong can chinh lia,

= Tré em: _ .
Teé em vi thanh thidu nién > 6 tuodi: Chua xdc dinh duge tinh an toin v& higu qua cua
eretimibe i tné em 1 6 dén 17 tudi. ; _
Khi ding erzetimib viri stutin, nén tham khao huémg din liéu lugmg el stotin & tré em.
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Tre em < 6 tudi: Chira xée dinh duge tinh an todn vi higu qui cia ezetimibe & tré em dudi

ﬁ Ludi.

+ Bénh nhin suy gan: Khing cdin chinh liéu & bgnh nhin suy gan nhe Lr.Iu.l a2 gh tir
5 dén 6). Dicu tri bing ezetimibe kKhéng durge hhuven cio o nhitng bén) b4 hoan
chirc néing gan trung binh (diém Child Pu ghir 7 dén 9) hodic niing (dién &
+ Bénh nhiin suy thin: Khéng cin chinh liéu, |II

7. Ching chi dinh:
- Lud min vai ezetimibe hodic vai bdt k¥t dirge ndo eda thube, b

- Chéng chi dinh diing ezetimibe vii statin trong thii kv mang thai v c:hcr .. L T¢

- Chéng chi dinh ding ezetimibe vdi statin & nhimg bénh nhin bj gan tién trien Noac

transaminase huyét thanh kéo dai khing rd nguyén nhin.

8. Cinh bao va thin trong khi diing thude:

Vige ding dong théi ezetimebe vai statin phai phis hop v dido ghi trén huing din se

dung.

- Ciic enZym gan:

Do sir gia ting transaminase lién tiép (= 3 X gidi hgn trén ciia binh th wime (ULN)) da duge

quan st thiy khi sir dung czetimibe véi statin, Vi viiy khi ding dong thivi exetimibe véi

mal statin cde xét nghi¢m gan s& duge thye hién khi bt diu didu trj vi theo cic khuyvén céo
cla statin.

- Cor Xuomg:
Thee doi sau khi leu hinh véi ezctimibe, céc tnromg hgp bénh co va tidu co viin 48 duge
hdo cdo. Hio hét bénh nhin bj tiéu co vin da diing statin triede khi biit diu dun,r_z czetimibe.
Tuy nhién tiéu co v ﬂ.n‘ﬁﬂ duge bio cio voi don 1 li¢u var ezetimibe va vii viée ding thém
eretimibe vao cac thude duge biét [a két hop vii sy ting nguy co bénh tiéu co vin. nhir cédc
libral.
= Suy gan;
Do chira bict tie dung cia sy ting phoi nhidém vii ezetimibe & bénh nhin suy pan vira hodic
ning. khong dung ezetimibe  cic bénh nhin nay.
- Tré em:
Hidu qua lau dai cta didu trj bing ezetimibe & bénh nhin duéi 17 twdi dé giam v 1¢ mic
bénh vii wr vong & P trudmg thanh chua dirge nghién clru.
- Cac fibrat:
Chira xie dinh EILr:;L tinh an toan va hicu gua cua exctimibe cung visi fibrat.
Néu nghi ngd ¢ s0i mit & bénh nhin ding ezetimibe va fenolibrat, cin kiém tra ti Tl vik
ngimg li¢u phap nay.
- Ciclosporin:
Cin thin trong khi bit diu ding ezetimibe két hop véi ciclosporin. Néng dd ciclosporin
nén durgre theo didi o nhitng bénh nhin ding ezetimibe va ciclosporin
- Thubc chéng dong méu:
Néu ezetimibe dwrge thém vao warfarnn, mt chét chfmg ding méau courmarin khac hoje
Muindion thi x& nghiém INR (xét nghi¢m dinh gid mirc &6 hinh thinh cic eye méiu déng)
phai dwge lhl,[l:.' hi¢n. )
* Canh bdo vé thimh phin id drge: . . . ]
- Lactose monohvdrat: Bénh nhan mic cac rr-fri logn di truyen hiem gip veé dung nap
galactose. chimg thi¢u hut lactase Lapp hodc roi loan hiap thu glucose-galactose khong nén
sir dung thube nay, .
- Natri: Thude chira it hom 1mmol (23mg) natri moi vién, nghia 1a vé ¢o bin khdng chira
natri.
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9. Sir dyng thude cho phy niv cé thai va cho con ba:
- Sir dung thuie cho phu nit cd thai:
Ezetimibe chi nén ding cho phy niv 6 thai khi thit clin thidt, Khéng ¢b dir liéu lam mng '.L-
vige sir dyung ezetimibe trong thin ki mang th:u Cac nghién ciru trén -‘.Img L g
dyng czetimibe trong don tri liéu khong cho thiy hiing chimg vé tic dung/&dHgi ‘
hode gidn tiép doi vl qud trinh mang thai. phat trién phdi thai. so sinh hodfe/ph
lré sau sinh. |
- §ir dung thuic che phy i cho con bii: .
B szetimibe khéng nén dirge 'ill' dyng trong thii k3 cho con bi. Chie nghién ¢ Ty
chi ra ring exetimibe durge i vao sin me. \gm ta khong biét ligu eretimi b i Tt
vio siva me hay hh-Dl'J.E.
= Kha ndng sink sdn.:
Khing co dir ligu thir nghiém ldm sang nao vé the ding cia ezetimibe déi ver kha ning sinh
sdn cia con ngudi. Feetimibe khong anh hudng dién kha niing sinh san cla chudt diyre hode
i.hlll,.lt cii.
10, Anh hrong cia thube Ién khil ning lii xe, vin hanh miy méc:
Khing ci nghién clru nio vé anh hirémg dién kha ning ldi xe, viin hanh miy moe, Tuy
nhign. khi diéu khién phuong tién hode vin hanh may moe efin lru v co biéu hién chang
miiL
I1. Tuomg tac, twong ky eda thude:
* Twong tdc ciia thuoc:
- Thube khang acid: Ding dfng thiri voi thude khing acid lam giam e 4§ hip thu nhirng
khong anh hiréng dén sinh khi dyng cia ezetimibe.

- Cholesty ramin; Ding dong thix cholestyramin [am giam dién tich trung binh dudi duwémg
cong [ALUC) cua eretimibe todn ph:in khodng 55%.
- Cée fibral: Bénh nhin ding dong thei fennfibrate va ezetimibe cb nguy co miic bénh s6i
durimigz migt v benh t01 médt vi fibrate £6 thé lam tAng bdi tiét cholesterol Vi it
- Ciclosporin: Uung dung thin ezetimibe vi ciclosporin ed thé lim thing nnnn dd cua ca hai
thude, dic bigt & b¢nh nhin suy thin ning.
- Thube -:hung dong mau: Chi s¢ chudn hoa quie té (INR) co thé ting khi bénh nhin su
dung ddng thai ezetimibe vd warfarin hode thude ching ddng miu coumarin  hoje
Muindion.
* Twerng Ky cora th i
Do khéing ¢é eic nghién etra vE tinh twong ky cda thube, khdng win Hn thude ndy vii cde
thude Khae.
12. Tic dyng khing mong mudn ciia thube (ADR):
Ciic tin sudt dwoe xae dinh la: Ratmmmg adp (= 1 :Il‘J}. thudmg gip (= 1/100 dén < 1/10). it
g{:p:‘ | II:I-[!l{J dén < 1/100), hiém gﬂpﬂ:" 1710000 :]n.-11*=~] HT[FH} rit hiém giip (< 1/10.000)
v tan sudl chira I'Il:?t ikhémg thé e rlnh tir dix lig e sén).
- .'i.'ﬁ.f fogn g mﬁng e vi bgm feyie:
Tan sudt chua I:m..l Giam tiéu cdu,
- Rii logn h§ .'.-'m.ng mrien dich:
Tin suit chura biét: Qud min bao gom phit ban, may day, st phin vé, phii mach,
- Réi fogn rﬁ‘uyﬁn froved var iy dieivng:
{t gip: Chan an.
- R logn tim thin;
Tén sd chura biét: Phidn mudn,
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- Rii logn b thin kinh:

Thuimg gip: Dau diu.

It gdp: Chimg loan cam.

Tiln 6 chura biét: Chéng miit.

- Rii fagn mgeh mdu:

It glip: Béc hoa, ting huyét ap.

- Réi fogn hi hip, ling ngwe va trang thils:

5l L) fa%

It gip: Ho. ;Fﬁf;”g[t*.-d
Tiin 50 chira biét: Chimng khi thé. Ir!';'.f B BN £
- Rii logn tiéu hod: ot OUC PHAM )
Thuimg gap: Bau bung. bénh tiéu chiy, diy hai, N :& g

It gdp: Chitng khaé tiéu, bgnh trdo ngwee da diy thire quén, budn non, khik Lidm
Tidn si chua bigt: Viém tuy, 140 hon.

- Rii loan gan mii:

Tin 56 chua hidt: Viém gan siéu vi. soi didme mdt viém i mt
- Riii logn da vie mi duedi dua:

It gép: Ngira, phit ban, may day.

Tin sb chun bidt: Ban dé da dang.

- Rii logn oo xwonmg va md lién kér:

Thubmg gdp: Pau co.

it gap: Dau khap, co thit co, dau ¢d, dau lumg. véu co.

Tén 56 chua bidt; Bénh vé e, tidu o vin.

- Cie risi logn chung:

Thuémg 2ap: Mét moi,

Tén s6 chua biét: Tie ngue, dau moi. suy nhirge, phis ngogi vi.

- Cde tic dying khing mong muin diege bio cdo frong qud teinl few hinh:

Thudmg gip: ALT vdvhode AST ting. )
[t gip: CPK miu ting. gamma-glutamy ltransferase ting 1én. xét nghidm chire ning gan bt
thuromg.

Thing bio che bic sT nhitng tdc dyng kiiing mong muiin giip phii khi si@ dung thuic.
13, Qud liew vi edch xir tri:

* Tricu chmmg: Trong cde nghién clru 1im séng, viée s dung ezetimibe 50 mg/ngiy, cho 15
déi wrgng khoé manh trong t6i da 14 ngay, holie 40 mg/mgiy cho 18 bénh nhin ting
cholesterol méu nguvén phit trong toi da 56 ngiy, thuimg dwge dung ngp tét. O dong vit.
khdng ¢6 dde tinh ndo duge quan sit thiy sau khi udng lidu don 5000 mg/kg czetimibe o
chudt chng va chudt nhét va 3000 mg/kg & cho. L :
MGt s trurdmg hop qué lidu v ezetimibe da duge bdo cdo: Hiu het Khdng lign quan dén
téc dyng khing mong mudn, Cée tridu chimg dirge bido cio khong nghiém trong.

® Xk el

Trong tririmg hop qud lidw, nén didu i ri¢u chimg vi st dung cac bign phip hii tre.

14. t¥ic tinh dwge lye hge:

Mhom thude: Thube ire ché hap thu cholesterol.

MaATC: C10AXDY

Cor ché hogt dimg: Ezetimibe nim trong nhom hep chit ha lipid mdi ¢6 tac dung e che ed
chon loe sir hip thu cholesterol va sterol thue vt c6 lién quan & rugt, Ezetimibe cd hogt
tinh bing diwémg udng v ¢ co ché hogt ddng khie viri cic nham hyp chiit lam giam
cholesterol khéc (nhu statin, nhém resin, che diin suft acid fibric. stanol thue vit),
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Ezetimibe déng vai trd 1 chdt vén chuyén sterol, Niemann-pick Cl-likel {HT‘C1 L1}, c¢hiu
trideh nhiém cho viée hap thu cholesterol v phytosterol O rut. =
Ezetimibe khu tri tai vi tri bir bin chai ciia thinh ruét non vi ire ché su hig fﬁ 1

diin dén giam vin chuyén cholesterol rong mét dén gan: statin lam fud
cholesterol aan va cimg vii nhimg co ché riéng bidt na;. ailp gra
Fretimibe fre ché sy hap thu cholesterol & rudt 34% so véi gia duge.

15. Dac Iinh dm;rl: dﬁpg hq-n:

phenolic g]u-..urumdu._ it hoat tinh dm;n: I¥ tgo thinh ezetimibe - g]m:ummdn: Nong d¢ 1o
da trung binh m:r]lg huyét twomg (Cmax) cia czetimibe - glucuronide dat dugc trong ving |
- 2 gil v Crnax cda czctimbe dat duge trong khodng 4 - 12 gid,
Diing dnnn thiri wéni thire fin (bira dn nhidu chit béo hoje khang ¢é chit béo) khing inh
hurdng dén sinh kha dung durirng u-r:lng cua ezetimibe.
- Phiin bd: Ty 1¢ lién két ciia ezetimibe vi czetimibe-glucuronid véi protein huyét wong
mgguedr Bin gt 13 99.7% vi 88 - 02%,
- f_.*m:.u?n frda: Eretimibe duge chuy &n hoa chi ~.Eu o rud nom v gan thomg qua phan img
lign hop glucuronide (phan (g giai dogn 11}, sau dd s& duge bii tiét qua midt. Ezetimibe v
:n.umllrn. glucuronide 1a cac hop :hﬂl chinh duyge pht‘ll hi¢n trong huv & tirome. chiém ty 1¢
lan lwet la 10 - 20% o va 80 - B0% tung lirome thuise trong huyét tromg, Ca exetimibe va
ezetimibe-glucuronide déu oo chu trinh gan rudt
-Thai trir; Thivi gian ban thai coa czetimibe va ezetimibe - glucummr.l-, kKhodng 22 gid.
Fzetimibe duge dio thai chi véu qua phin (78%) va mdt phin qua nude tidw (11%),
16, OQuy cach dong ghi:
Hip 3 vi x 10 vién nén phéin tin trong miéng
[op 6 vi x 10 vién nén phén tin trong miéng
Hi_ip 10 41 « 10 vién nén phin tn trong rnif;ng
Mo hip kém theo wr hinimg din sir dung thude bén trong.
17. Piéu ki€n bio quin va han ding, tiéu chufn chit lugng cia thube:
- Bdo guin: Noi khi, nhiét d dudi 30°C.
- Hgn ding: 24 thang ké tir ngdy sén xudt.
- Tiéu chudn chit hegng: TCCS,
18. Tén, dia chi cia co s& sin xuiit:
Tén cor s sim ,run'il‘ CCI‘H‘G TY CO PHAN DUGC PHAM HA TAY
Dia chi: Tt din phi s6 4, P. La Khé, Q. Ha DPéng, TP, Ha Nai

BT 02433522203 FAX: 024.33522203

DT: 02433824685  FAX:(024.33825054
Hoiline: 024 33522525
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